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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since 
this application is eligible for continued examination under 37 CFR 1.114, and the fee 
set forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office 
action has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
January 31 , 2008 has been entered. 

Response to Amendments 

2. Amendments to claims 1,12, and 22 have been entered in the above- 
identified application. Claims 11 and 21 are cancelled. Claims 1-10, 12-20, and 22-29 
are now pending. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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3. Claims 1 -1 0, 1 2-20, and 22-29 are rejected under 35 U.S.C. 1 02(e) as 
being anticipated by Hossainy et al. (US 6,926,919 B1). 

Hossainy et al. disclose a coating for an implantable medical device wherein the 
coating comprises a hydrophobic and hydrophilic component (Column 2, lines 35-40). 
The mass ratio between the hydrophilic and hydrophobic polymers in the coating can 
be typically between about 1:100 and 1:9 (Column 3, lines 16-21). A specific 
embodiment discloses drug eluting vascular stents having a coating including a blend 
of a hydrophobic and hydrophilic polymer and treating the coating with a stimulus for 
enriching a region close to the outer surface of the coating with a hydrophilic polymer 
such that the region of the coating close to the outermost surface of the stent has a 
higher content of the hydrophilic component than the hydrophobic component (Column 
2, lines 12-40). The coating further comprises an optional primer layer and an optional 
topcoat layer (Column 2, lines 42-60). Poly(ethylene-co-vinyl alcohol) is one example 
and it can be used to fabricate the topcoat or primer layers as well. Other examples 
include the list given in Columns 3 and 4. Following the formation of the outermost 
layer of the stent coating comprising a blend of hydrophobic and hydrophilic 
polymer(s), the surface of the coating can be treated to enrich the surface with 
hydrophilic polymer(s). In order to enrich the surface with hydrophilic polymer(s), 
various methods of treatment of the stent coating can be used. According to one 
method of the post-coating treatment, the coated stent can be exposed to the 
environment of a humidifying chamber. As a result of the exposure of the 
stent to high humidity levels at elevated temperatures, water is expected to be 
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deposited on the surface of the stent coating. Water will gradually extract 
the hydrophilic polymer to the coating surface leading to migration of the 
hydrophilic polymer and its blooming to the coating-air interface (hence inherently 
leading to a second layer of a hydrophilic polymer on top of the outermost layer 
having the blend of the hydrophobic and hydrophilic polymer). According to 
another method of the post-coating treatment, the coated stent can be physically 
placed on a film of a hydrogel, for example, a polyvinyl alcohol) hydrogel, and gently 
rolled back and forth a number of times covering the entire circumference of the stent. 
For example, the coated stent can be roiled in the described fashion between 5 and 10 
times, while a pressure of between about 1 atm and 3 atm is applied to the stent when 
it is being rolled. The physical contact between the film of the hydrogel and the 
stent coating can alter the coating-air interface, resulting in extraction of the hydrophilic 
polymer and its blooming to the coating-air interface. The above procedures are 
expected to lead to extraction of the hydrophilic polymer and its blooming to the 
coating-air interface. All limitations of claims 1-10, 12-20, and 22-29 are recited in the 
above reference. 



Response to Arguments 

4. Applicant's arguments filed on January 31 , 2008 have been fully 
considered but they are not persuasive. Applicants traverse the rejection of the claims 
under 35 U.S.C. 102(e) as being anticipated by Hossainy et al. (US 6,926,919 B1) and 
submit that the instant claims define a method for fabricating a coating for an 
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implantable medical device wherein the method comprises (a) forming a first layer of the 
coating on the device, and (b) forming a second layer of the coating on at least a portion 
of the first layer whereas Hossainy, the Applicants assert, has no description of coating 
that includes a second layer over the first layer wherein the second layer being water 
soluble. 

However, the Examiner disagrees. Hossainy et al. disclose a coating for an 
implantable medical device wherein the coating comprises a hydrophobic and 
hydrophilic component and in a specific embodiment the coating includes a blend of a 
hydrophobic and hydrophilic polymer and is treated with a stimulus for enriching a 
region close to the outer surface of the coating with a hydrophilic polymer such that the 
region of the coating close to the outermost surface of the stent has a higher content of 
the hydrophilic component than the hydrophobic component (Column 2, lines 12-40). In 
fact, Hossainy specifically states that following the formation of the outermost layer of 
the stent coating comprising a blend of hydrophobic and hydrophilic polymer(s), the 
surface of the coating can be treated to enrich the surface with hydrophilic polymer(s) 
such that the hydrophilic polymer is extracted to the coating surface leading to 
migration of the hydrophilic polymer and its blooming to the coating-air interface. 
Hence, the Examiner is taking the position that the above-described post-treatment of 
the outermost layer inherently leads to the formation of a second layer comprised of a 
hydrophilic polymer which would inherently be water-soluble. 
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Conclusion 

5. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to SHEEBA AHMED whose telephone number is 
(571)272-1504. The examiner can normally be reached on Monday-Friday from 8am to 
4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Rena Dye can be reached on (571)272-3186. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sheeba Ahmed/ 
Primary Examiner, Art Unit 1794 
February 29, 2008 



